
United States Rvtent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 

United States Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 

Washington, D.C. 20231 

www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



09/888,264 



06/22/2001 



Sean H. Adams 



10466/35 



8727 



7590 08/06/2002 

Paul E. Rauch, Ph.D. 

c/o Brinks Hofer Gilson & Lione 

P.O. Box 10395 

Chicago, IL 60610 



EXAMINER 



ANGELL, JON E 



ART UNIT 



PAPER NUMBER 



1635 

DATE MAILED: 08/06/2002 



/ 2- 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

09/888,264 



Examiner 

J. Eric Angell 



Applicant(s) 

ADAMS ETAL 



Art Unit 

1635 



earned patent term adjustment See 37 CFR 1.704(b). aner ine mail,n 9 date of th| s communication, even if timely filed, may reduce any 

status 

1 M Responsive to communication(s) filed on 06 June 200? 

2a)D This action is FINAL. 2 b)H This action is non-final. 

3) D Since this application is in condition for allowance exceDt for fnrmai ma((fl „ 

4) H Claim(s) U26 is/are pending in the application. 
4a) Of the above claim(s) £26 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6M Claim(s) 1 and 2 is/are rejected. 
7)Q Claim(s) is/are objected to. 

' appS,„ C ^ — "* SUb,eC ' 10 reS ' riC " 0n and '° r etec,ton requireme " 

9)D The specification is objected to by the Examiner. 

10)D The drawing^) filed on is/are: a) D accepted or b) D objected to by the Examiner 

Apphcant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 
1DD The pr0 posed drawing correction filed on _ is: a)D approved b)Q disapproved by 

If approved, corrected drawings are required in reply to this Office action. 
12)G The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

130 Acknowledgment is made of a claim for foreign priority under 35 U.S.C § 1 19(a)-(d) or (f) 
a)D All b)D Some * c)D None of: ' W- 
!□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No 

. ° 'y^^^^Z^^^ -eived in this Nationa, Stage 
See the attached detailed Office action for a list of thi certified ^ copiei not received 

Tn7eTn7; S It ^ 3 C ' aim d ° meStiC Pri0nty 35 U S C - § ^ 3 ~- aPP'ication) 
IS^nlSo , ! f ° reign ' angua9e provisional a PP |ica ^n has been received 

Jc^r ,S ° f 3 Cl3im d ° meStiC Pri0ritV 35 U S C ' 1 ~ 121. 
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DETAILED ACTION 



Claims 1-26 are pending in the application. 



Election/Restrictions 



1 . Applicant's election with traverse of Group I (claims 1 and 2) in Paper No. 1 0, filed June 
6, 2002, is acknowledged. The traversal is on the ground(s) that the Office has not provided an 
explanation or an example to support the determination that the Groups are directed to distinct 
methods. This is not found persuasive because the Office did provide evidence that the Groups 
are distinct in the previous Office Action. For instance, the different Groups each had a distinct 
classification, prima facie evidence of distinctness. Additional explanations were also provided. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 3-26 are withdrawn from further consideration pursuant to 37 CFR 1 . 142(b), as 
being drawn to a nonelected invention. Applicant timely traversed the restriction requirement in 
Paper No. 1 1. Claims 1 and 2 are examined herein. 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 



4. Claims 1 and 2 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 



Claim Rejections - 35 USC §112 
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The instant claims encompass a method wherein the expression of "OGC" is analyzed. 
However, the term "human OGC" is vague because "OGC" could refer to "2-oxoglutarate 
carrier", "oligodendrocyte" (or an oligodendrocyte gene), or "osteoclastic giant cell" (or an 
osteoclastic giant cell gene) as all of these terms are commonly abbreviated as OGC. Therefore, 
without a clear identification of OGC (such as a SEQ ID NO.) the claim is indefinite. 

Claim Rejections - 35 USC § 112, first paragraph 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

i e rn C 5 t Cati ° n w", ?T in 3 descri P tion of the inve ^°n> and of the manner and process of making 

and using it, '" such full, clear, conc.se, and exact terms as to enable any person skilled in the art to which ft 
pertains or with which ,t is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1 and 2 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

As mentioned above, the claims encompass a method wherein the expression of "OGC" 
is analyzed. However, without a clear definition of OGC the claims encompass not only "OGC" 
but also any mutation, variation or fragment of "OGC". Therefore, the claims encompass 
sequences which are different from those disclosed in the specifications with specific SEQ ID 
NOS., and include variants for which no written description is provided in the specification. 
This large genus is represented in the specification by only the named SEQ ID Nos. Thus, 
applicant has express possession of only SEQ ID NO: 1 and 2, in a genus which comprises 
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hundreds of millions of different possibilities, considering every possible variant, mutant and 
fragment of OGC. 

The written description guidelines note regarding such genus/species situations that 
"Satisfactory disclosure of a 'representative number' depends on whether one of skill in the art 
would recognize that the applicant was in possession of the necessary common attributes or 
features of the elements possessed by the members of the genus in view of the species 
disclosed." (See: Federal Register: December 21, 1999 (Volume 64, Number 244), revised 
guidelines for written description.) Here, no common element or attributes of the sequences are 
disclosed. No structural limitations or requirements which provide guidance on the identification 
of sequences which meet the functional limitations is provided. 

It is noted in the recently decided case The Regents of the University of CM**mi. „ ^ 
Lilly and Co. 43 USPQ2d 1398 fir iqqt) decision by the CAFC thaf 

"™ A 3 ?™ u §enetl< ; materia1 ' h ° Wever ' a S eneric statement **h as 'Vertebrate insulin 
cDNA or mammalian insulin cDNA," without more, is not an adequate written 
descriptor i of the genus because it does not distinguish the claimed genus from others 
except by function. It does not specifically define any of the genes that fall within its 
definition. Jft does not define any structural features commonly possessed by members of 
the genus that distinguish them from others. One skilled in the art therefore cannot as 
one can do with a fully described genus, visualize or recognize the identity of the ' 
members of the genus. A definition by function, as we have previously indicated, does 
not suffice to define the genus because it is only an indication of what the gene does 
rather than what it is. See Fiers, 984 F.2d at 1 169- 71, 25 USPQ2d at 1605- 06 
(discussing Amgen). It is only a definition of a useful result rather than a definition of 
what achieves that result. Many such genes may achieve that result. The description 
requirement of the patent statute requires a description of an invention, not an indication 
of a result that one might achieve if one made that invention. See In re Wilder, 736 F 2d 

nec 'fic ? ' H 2 T£ ^ ^ ^ ^ ^ becluse the 

ach et and fhT ill T ^ ^ the claimed Mention 

achieves and the problems the invention will hopefully ameliorate."). Accordingly 

naming a type of material generally known to exist, in the absence of knowledge as to 

what that material consists of, is not a description of that material " 
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It is noted that in Fiers v. Sugano (25 USPQ2d, 1601), the Fed. Cir. concluded thaf 

...if inventor is unable to envision detailed chemical structure of DNA sequence coding 
for specific protein, as well as method of obtaining it, then conception is not achieved 
until reduction to practice has occurred, that is, until after gene has been 
isolated...conception of any chemical substance, requires definition of that substance 
other than by its functional utility. " 

In the instant application, only specific SEQ ID NOS. 1 and 2 are described. 

Also, in Vas-Cathlnc.v.Mahurkar (19 USPQ2d 1111, CAFC 1991), it was concluded thaf 
...applicant must also convey, with reasonable clarity to those skilled in art that 
applicant, as of filing date sought, was in possession of invention, with invention 
being, for purposes of "written description" inquiry, whatever is presently claimed " 



In the application at the time of filing, there is no record or description which would 
demonstrate conception of any "OGC" which represent functional portions, mutations or other 
polymorphisms of "OGC" which have the claimed function other than the sequences expressly 
disclosed as SEQ ID NOS. 1 and 2. Therefore, the claims fail to meet the written description 
requirement by encompassing sequences which are not described in the specification. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or nn 
sale m flu. country, more than one year prior to the date of application for patent in X2 slates' 

8. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Palmisano et al. 
(Biochem. Journal, 333:151-158, 1998). 
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As mentioned above, the term "human OGC" is unclear because the exact sequence of 
"human OGC" is not defined in the claim (such as a SEQ ID NO.), therefore any sequence 
identified as "OGC" is encompassed by the claims. 

Palmisano teaches a method comprising contacting a mammalian tissue sample (here, rat 
liver mitochondria -see p. 153, figure 1 ; and p. 156, figure 4) with a candidate compound (e.g., 
trypsin, TX-100, Apyrase, or ATP -see p. 153, Figure 1; or digitonin, see Figure 4) and 
analyzing the expression of OGC within the sample (see Figures 1 and 4). Therefore, Palmisano 
clearly anticipates the instant claim. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. Eric Angell whose telephone number is (703) 605-1 165. The 
examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John L. LeGuyader can be reached on (703) 308-0447. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 308-4242 for regular 
communications and (703) 308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




J. Eric Angell 

July 27, 2002 JEFFREY FREDMAN 

PRIMARY EXAMINER 



